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PRELIMINARY DRAFT - NoT READY FOR INTRODUCTION ’

1 AN ACT to renumber and dmendv 961.335 (1); to amend su
2 of chapter 961 [precedes 961.31]; and to create 66.0437, 440.255, 450.01 (23)
(n), 450.01 (23) (0), 961.32 (2) (e), 961.335 (1) (¢¥1. and 2. and 961.337 of the

statutes; relating to: the creation of disposal programs, regulation of

(92 B N

controlled substances, and the practieé of pharmacy.

Analysis by the Legislative Reference Bureau
- This is a preliminary draft. An analysis will be provided in a later version.

The people of the state of Wisconsin, represented in senate and assembly, do
enact as follows:

6 SECTION 1. 66.0437 of the étatutes is created to _read: ‘
7 66.0437 Drug disposal programs. (1) In this section, “political subdivision”
8 ‘has the meaning given in s. 440.255 (1) (e).

(2). A political subdivision may operate or authorize a person to operate\@

. ).a drug disposal program as provided under s. 440.255/ (3>
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"SECTION 1

,.c,-f,»,m@a»“"" e
st e

»e=sNOTE: uthonty to operate a mcludes the authon estabhsh
the program. Th , I have not includ the lah anguage “establish 7

SECTION 2. 440.255 of the statutes is created to read:

440.255 Drug disposal program. (1) DEFINITIONS. In this section:
(a) “Controlled substance” has the meaning given in s. 961.01 (4).
(b) “Controlled substance analog” has the meamng given in s. 961.01 (4m).
e, ] i mot includaca defpnition of “disposert besagies that term TS RGET
i : ere appropriate, the refers to on who

ita] item and transfers item to ano rson. Is
? See also thehote tmder paragraph (f), “ultiinate us@r,” belo

/

(¢) “Drug disposal program” means a program to receive pharmaceutical items
and to recycle, destroy, or otherwise dispose of those items. |

(d) “Pharmaceutical item” means a drug, as defined in s. 450.01 (10); a
prescription drug, as defined in s. 450.01 (20); a device, as defined in 450.01 (6); or
a hypodermic syringe, needle, or other object used for adnnmstermg a drug

(e) “Pohtlcal subd1v151on means a city, village, town, or county.

() “Ultimate user” means an individual who lawfully possesses a
pharmaceutical item for that individual’s own use or for the use of a member of that

individual’s household or for administering to an animal owned by that individual

or by a member of that 1nd1v1dua1’s household

aceutical item to a drug die
aft). Use of the term “disposer” pg
not provide the same clan A

e
BN

(2) DEPARTMENT AUTHORIZATION TO OPERATE A DRUG DISPOSAL PROGRAM. (a/)ﬁfo\J

person may receive pharmaceutical items pursuant to a drug disposal prograin

«
yd

g5 PYovided vindey” sub, (3)
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SECTION 2

unless the department grants written authorization for that program under this
oY +he F(‘oc’«fc.m pfS Quihkey 2ed (/m&e,(‘". L\E‘éefq) lqw-

e

p [ ) < / \.....'2\‘.

subsectio

3

(b) The department may, without a hearing, grant written authorization to a

perso@g a poli)s@l Sub@tz operate a drug disposal program if all of

the following conditions are satisfied: . {‘@
1. The persdn adopts written policies and procedures that comply with sub. (). I

The department shall review and either approve or disapprove in writing those

policies and procedures. The department pprove the policies and

procedure e department determines that the policies and procedures do not

, th: Il'ﬁec;Ct ;en’lents of this section or ahy other applicable federal or state law: ¥
If the department disapproves the policies and procedures, the department shall =
state the reasons for that disapproval in writing to the person. At any time, the 3
person may resubmit revised policies and procedures for the department’s review j?i
“and approval under this subdivision. 2 52
2. If the drug disposal program will receive pharmaceutical items in any 2’;;
manner other than the transfer of those pharmaceutical items in person to the’ ;%

program by the ultimate user or by a person authorized under s.

=

person demonstrates to the satisfaction of the department that those transfers wﬂl S
comply with any federal or state law applicable to the transportation and delivery E |
of pharmaceutical items. &
(¢) A person may not revise policies and procedures approved by the

department under par. (b) 1. unless the department approves the revisions under

par. (b) 1.

anted under par,

if the >

23 | | .
24 (d)he department nay pevdke an authorizat!

25 artiyent determines tl&t the drug disposal pfogram'qr the persowOperating the

L . § -~ )

A}
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@ .—~ﬂ) Any determination or action by the department under par. % or (d))is

~ ! ] ©

4  not subject to judicial review. A ?”‘”* tal s yé\/ Ve in = ;

may bpeiure ° NS

5 (3) AUTHORIZATION BY A POLITICAL SUBDIVISION TO OPERATE A DRUG DISPOSAL ‘%‘:&t

@ PROGRAM. jllhe governing body of a political subdivision may grant written\ £ 3
@ authorlzatlon @ the operation o§a drug disposal progra?@oﬁthé@omcal ) 3\

L%

&’ aﬂ :Zthe followmg apply:
. @ (a)(The %artment auf;b@'lzes the d

{isposal progragmqrder sub. (2). X

s : S s o
TR e bttt i

@ (b) The politicai ‘subdivision ensures that the requirements under sub. @) are
aO -

11 |/ satisfied.

_LYiﬁ.e‘ﬁ' “7-/“7J‘

the rewsed draﬂ:mg mstmﬁtmns the intent appears to be to
program m%homﬁ ’,by"zfi;ohtlcal subch 151054 that

s ofRthe political subdiviSion. However, this restrictigs apply to a
rated hy the politic slbdivision.itself or to a prografh myother Vs
/ personthat DSPS thorizes(?ho does not operate a progrgam on behalf of a poli P
subdifision. Is that c¢onsisteAt with your intent? N e o '

T "**NOTE -With respeet to-the in=pefson delivery of pliarimaceitical items, is the {w\

- g/’ﬁ restri 0 ultimate o and sons authorized under s 961.337 2m) (1%@) \\
- consisteabwith your intent?.-3 d the limitation only Apply_to controlled-Substances ;

1‘*\‘% and oontro substance-analogs asopposed to all pharmaceuticéal items of any k:md‘? o e

e ekt ks s e e, e b R
e, e 0 AR T A A

S i e g i S S5

L?M\t%‘: +ht Aqu‘;,'s?ps,&‘ 7«07-./‘&% s q‘/{»y,f\‘%c‘} vytde”/ Qeéeral | gw Yo
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Mz«-,,_ e e NS e A g s 0
e N

0, is it your intent to Xe a drug disposal program ythe |
agency of a politi ivision from the requirethient. of DSPS
or any-other provisions ir'the draft regarding the operation of drug disposal

@ ) OPERATION OF A DRUG DISPOSAL PROGRAM. (a) A person that operates a drug

\@\Mhaﬂ establish an )ecﬁ;/oéﬂf (27 () 1.)promptly update as

3 appropriate written policies and procedures that do all of the following:
4 1. Describe with speciﬁnjtv the manner in which the program operates,
e
' fz 5 including an 1dent1ﬁca’mon of the kinds of pharmaceutical items that may be received
- whedhe ihe Plog v vAb YELE U
= @ under the programg @ /[::ontrolled substances and controlled substance
k4 .- _Y .
L “analogs, whether phaymaceutical items will be transferred by mail under the
j - > » comma sb\y s
\é 8 program, and the locations at which pharmaceutical items may be transferred in
e 9 person under the program.
e
Y 10 2. List the name, address, telephone number, and 24-hour contact information
W
o1 for one or more persons in this state who are responsible for the operation of the
\%9\, 12 program.
AN |
o 13 3. Ensure compliance with chs. 450 and 961; with any applicable provision
.3
14 under chs. 287, 289, and 291 and s. 299.51 relating to medical waste, solid waste, or
¥
S ;3: 15 hazardous waste; and with any other applicable federal or state law.
-+
= 16 4. If controlled substances or controlled substance analogs may be received
17 under the program, ensure compliance with any applicable provision under 21 USC
18 801 to 865 relating to controlled substances or controlled substance analogs, ensure

19 that delivery of any controlled substances complies with 21 USC 822 (g) and its

20 implementing regulations, and ensure that any required permissions have been

; [_ g

ined from the federal drug enforcement administration.

olieie! prdce
im A >
( )and, any

vE,
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defined in s. 175 40 (7) (a) 1., or/federal or state agency notifies aﬁ:ontact person for

desiona red

‘ the programfin¥er pgr. (M that the program is in violation of any federal or state
@
8

law enforceable by the? agency grofficery; That notlﬁcatmn is not subject to judicial

UL ces Paemar rmentPNor obhel Dise 2x>
rewew The operation of the program may be resumed only upon the program’s

receipt of written notice from the agency that the program is no longer in

violation of the federal or state law.

@ ) TRANSFER AND RECEIPT OF PHARMACEUTICAL ITEMS. (a) Notwithstanding ss.
12 450.03 (1) and 450.11 (7) (g) and (9) (b), a person that lawfully possesses a

13 pharmaceutical item may transfer, and it is not a crime for such a person to transfer,

Qlas been

@ the pharmaceutical item to a drug disposal program if the program

Y .
@ authorized under sub. (2) or (3 0¥ vnoe C Jété'ﬁ(‘-\tf_ | ““:’) a %7
LSk

(b) Notwithstanding s. 450.11 (7) (g) and (h) and (9) (b), a person may receive,

and it is not a crime for a person to possess, a pharmaceutical item pursuant to a drug

wsd program if the receipt is within the scope of the program and the program

S N
@ @as beed aythorized under sub. (2) or (3)or, if the receipt is not within the scope of
i’
20 the program, the receipt is inadvertent and the program promptly notifies an
21 appropriate law enforcement officer of the receipt and complies with any instructions

| ) _J22_____%3_12w enforcement officer pro{rides.
23

SECTION 3. 450.01 (23) (n) of the statutes is created to read:

24 450.01 (28) (n) The operation or implementation of a drug disposal program

@ that

' authorized under s. 440.255 (2) or (3)jor the possession or delivery of
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SECTION 3

a pharmaceutical item, as defined in s. 440.255 (1) (d), within the scope of such a drug

disposal program. | presclipron J./;?

SECTION 4. 450.01 (23) (o) of the statutes is created to read:

GatRed St S

cohty led substa¥ee analog, as ‘défined in ST‘QGIQ@Within the scope of a
written authorization under s. V4

~ SECTION 5. Subchapter III (title) of chapter 961 [precedes 961.31] of the

450.01 (28) (0) The possession or delivery of a

statutes is amended to read:
CHAPTER 961
SUBCHAPTER III
REGULATION OF MANUFACTURE,
DISTRIBUTION AND, DISPENSING,
AND POSSESSION OF CONTROLLED

SUBSTANCES
SECTION 6. 961.32 (2) (e) of the statutes is created to read:

961.32 (2) (e) A person actively engaged in the direct operation or
authorized under s.

{

implementation of a drug disposal program that
440.255 (2) or (?%\ pv vnde Refelo) Vaw

SECTION 7. 961.335 (1) of the statutes is renumbered 961.335 (1) (a) and
amended to read: |

961.335 (1) (a) Upon application the controlled substances board may issue a
permit authorizing a person to manufacture, obtain, possess, use, administer, or
dispense a controlled substance for purposes of scientific research, instructional
activities, chemical analysis, or other speciél uses, without restriction because of

enumeration. Ne
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SECTION 7

(b) Except as provide in par. (c), no person shall may engage in any such activity
described under par. (a) without a permit issued under this section;-except-that-an,
(¢) 3. An individual may-be who is designated and authorized to receive the a
permit under this section for a college or university department, research unit, or
similar administrative organizational unit, and students, laboratory technicians,

research specialists, or chemical analysts under his or her supervision, may be

obtaining an individual additional permit issued under this section, possess and use
a controlled substance, for the purposes authorized in the permit received for the

dep artment or unit.
SECTION 8. 961.335 (1) (¢) 1. and 2. of the statutes are created to read:

961.335 (1) (c) 1. A person who is actively engaged in the direct operation or
implementation of a drug disposal program that is authorized under s. 440.255 (2)
or (3)jmay, without a perndit issued under this section, obtain or possess a controlled
substance for the purposes of operating and implementing the drug disposal

program.

2. A person who is authorized undexqs. 961.337 (2m)to dispose of a controlled

substance may, without a permit issued under this section, possess the controlled
substance for the purpose of disposing of the controlled substance.

SECTION 9. 961.337 of the statutes is created to read: \l/

961.337 Drug dlsposal programs autkorizetiony)(1) In th15 section:
0 200&&5 ~

aN
, the revisgd drafting instfucti

efences the “aprointment” of a guardi erefore, I hava used a definition for
guardian” that referdpces appointment under the appropriate staiites. If you still wish
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// SECTION 9

to~ngorporate the broader “fiduciary” language, we should broaden the definition of
“ward™acgordingly. Please let me know how you would like to proceed. ,

1 (b) “Personal Trepresentative” means an executor, admjnistfator, or special

administrator of a decedent’s™estate, a persemTegally authorized to perform

substantially the same functiong,.erd succesSortg any of those persons.

2

3

4 (c) “Trustee” meanis a person that holds in trust title Toex power over property.
5 “’I‘ruste” includes an original, added, or successor trustee.

. _

" (d) “Ward” means an ultimate user for whom a guardian has been appointed.

12 of a controlled substance or controlled substance analogto a drug dlsposal program

@ that has been authorized under s. 440.255 (2) or (3)(?111d that accepts the controlled
ol wndeC Nedelol law

14 substance or controlled substance analog. ~ S
[g" (c) Subject to sub. (3), the posseséion of a controlled substance or controlled

16 subs

17 ) i i izationtes adult who is related

atloption within the 3rd degree of

18 to the guardian®>ward by blood, marriage, o

19 kinship as computed undérs %), or to a domestic partner of the ward under

20 ch. 770, for the disposal of a ce tolle bstance or controlled substance analog that

21 belqﬁgs to the warde”

OTE: “Adult” is defined in s. 990.01 (3).

22
23 an adult beneficiary, as defined in s. 701.20 (2) (b), of the estate or trust for t)h_e//

A

) A personal representative or a trustee may grant written autherization to )[
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SECTION 9
sal of a controlled substance or controlled substance analog that belongs to the /
2 estate or trust.
3 ultimate user who is a competent adult ﬁnay grant written authog# tion
4 to that ulthnate user’s domestic partner under ch. 770 or to another 2 i‘ who is
5 related to thab ultimate user by blood, marriage, or adoption with the 3rd degree
6 of kinship as co puted under s. 990.001 (16), for the digposal of a controlled
7 substance or contro ed substance analog that belongs terthat ultimate user.
8 (8) A written authorization under sub. (2p) is valid only to the extent
9 permitted under federal - w and only if all of the following conditions are satisfied:
10 (a) The authorizatio describes witlf reasonable specificity each controlled
11 substance or cohtrolled subst o¢ analog that is to be disposed of.
12 (b) The authorization is in the physical possession of the person suthorized to
13 dispose of the controlled suj tance or controlled substance analog and each
14 .contrblled substance or coptrolled subst yce analog described in the authorization
15 is, within 24 hours ,rthe authorizatio is signed by the person granting the
16 authorization, transrred to a drug disposal prdgram under s. 440.255 or otherwise
17 lawfully dispos ‘f.
": I included the 24-hour requirement for th¥ sake of clarity. The “signed
and dajéd” language in the revised drafting instructions cold create ambiguity.
18 '/The authorization and each controlled substancegr controlled substance

19

2011 - 2012 Legislature -10 - LRB-0330/P2

(44

“nontransferable pharmaceutical item,” which the instructions deflge as “a
pharmaceutical item that cannot lawfully be transferred to the possession oRanother
person, other than to dispose of the item, under the laws of this state.” The authoriaations
themselves determine at least in part to whom and how such items may be transfexred. -
It seems to make sense to apply the authorizations to the transfer of controlled substankes

for the purpose of disposal. Is that consistent with the intent? Please let me know if yd

want to limit the authorizations to only certain controlled substances.

e

/ +++*NOTE: Under the revised drafting instructions, the authorizationsapply to any
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SECTION 9

SecTiON 10. Effective date.

(1) This act takes effect on the first day of the 4th month beginning after

publication.
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INSERT 5-21A

(b) 1. The policies and procedures for a drug disposal program authorized under
sub. (2) and any changes to those policies and procedures are subject to review and
approval under sub. (2) (b) 1.

2. Legal counsel for the political subdivision, or; at the discretion of the political
subdivision, the department if the political subdivision’s legal counsel is not an
employee of the political subdivision, shall review and either approve or disapprove
the policies and procedures for a drug disposal program implemented or authorized
under sub. (3) and any changes to those policies and procedures. Legal counsel, or
the department if appropriate, shall approve the policies and procedures or changes
if it determines that the policies and procedures or changes do not violate the

requirements of this section or any other applicable federal or state law, and shall
Su bd{v{s;’ou

disapprove them otherwise. Any approval under this shall be in writing.

- The political subdivision shall provide a copy of the approval and a copy of the policies

and procedures or changes to the policies and procedures to the department.

END INSERT 5-21A |

INSERT 6-22 %/

SEcTION 1. 450.01 (21w) of the statutes is created to read:

450.01 (21w) “Ultimate user” means an individual who lawfully possesses a
prescription drug for that individual’s own use or for the use of a member of that
individual’s household or for administering to an animal owned by that individual
or by a member of that individual’s household.

END INSERT 6-22
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INSERT 3-2

«+«+NOTE: Consistent with the revised drafting instructions, an exception for
programs “authorized under federal law” has been inserted throughout the draft, except
where otherwise indicated in the drafting instructions (see s. 440.255 (5) (¢) in this draft). t/

END INSERT 3-2

INSERT 4-14 Ve

(4) MULTIJURISDICTIONAL DRUG DISPOSAL PROGRAM. A drug disposal program may
operate within more than one political subdivision if the department authorizes that
program under sub. (2), all political subdivisions within which the drug disposal |
program operates authorize that program under sub. (3), or the program is
authorized under federal law.

END INSERT 4-14

INSERT 5-21

»»+NOTE: Does it still make sense to include subd. 4. if, as requested in the revised
drafting instructions, a program authorized under federal law is exempt from the
requirement to provide policies and procedures to the Department of Safety and
Professional Services (DSPS)? (See par. (5) (a) (intro.) above). Under 21 USC 822 (g), a
person may only receive a controlled substance for disposal if that person is authorized
under that federal law to dispose of controlled substances. Subd. 4. only applies to the
receipt of controlled substances and controlled substance analogs (under 21 USC 813, a
controlled substance analogue is treated as a controlled substance for purposes of federal
law, including the disposal authorization). Note that subd. 1., above, requires a drug
disposal program to disclose to DSPS the kinds of pharmaceutical items the program may
receive, including whether rogram may receive controlled substances and controlled
substance analogues.

END INSERT 5-21 the

INSERT 7-6 A

SEcTION 1. 450.115 of the statutes is created to read:
450.115 Drug disposal programs and authorizations. (1) Inthis section:
(a) “Guardian” means the person named by the court under ch. 880, 2003 stats., _

or ch. 48 or 54 that has the duty and authority of guardianship.

v
%
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(b) “Personal representative” means an executor, administrator, or special
administrator of a decedent’s estate, a person legally authorized to perform
substantially the same functions, or a successor to any of those persons.

(c) “Trustee” means a person that holds in trust title to or power over property.
“Trustee” includes an original, added, or successor trustee.

(d) “Ward” means an ultimate user for whom a guardian has been appointed.

(2) Nothing in this chapter, or rules promulgated under this chapter, prohibits

any of the following:
(a) The direct operation or implementation of a drug disposal program that is
v
authorized under s. 440.255 (2) or (3) or under federal law. e

(b) The transfer by the ultimate user or a person authorized under sub. (3) of
a prescription drug to a drug disposal program that is authorized under s. 440.255
oo , |

(2) or (3) or under federal law and that accepts the prescription drug.
s

(c) Subject to sub. (4), the possession of a prescription drug under a written
authorization described in sub. (é/).

(3) (a) A guardian may grant written authorization to an adult who is related
to the guardian’s ward by blood, marriage, or adoption within the 3rd degree of
kinship as computed under s. 990.001 (16), or to a domestic partner of the ward under
ch. 770, for the disposal of a prescription drug that belongs to the ward.

(b) A personal representative or a trustee may grant written authorization to
an adult beneficiary, as defined in s. 701.20 (2) (b), of the estate or trust for the
disposal of a prescriptidn drug that belongs to the estate or trust.

(¢) Anultimate user who is a competent adult may grant written authorization

to that ultimate user’s domestic partner under ch. 770 or to another adult who is

related to that ultimate user by blood, marriage, or adoption within the 3rd degree
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v
of kinship as computed under s. 990.001 (16), for the disposal of a prescription drug
that belongs to that ultimate user. | y;

(4) A written authorization under sub. (3) is valid only to the extent permitted
under federal law and only if all of the fo]lowing conditions are satisfied:

(a) The authorization describes with reasonable specificity each prescription
drug that is to be disposed of.

(b) The authorization is in the physical possession of the person authorized to
dispose of the préscription drug and each prescription drug described in the
authorization is, within 24 hours after the authorization is signed by the person
granting the authorization, transferred to a drug disposal program under s. 440.255
or otherwise lawfully disposed of.

(¢) The authorization and each prescription drug to be disposed of were

obtained without consideration.

END INSERT 7-6
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(b) The Golitical subdivision ensures_@ requirements under sub. (5) are

2011 - 2012 Legislature @ LRB-0330/P3

satisfied.

(¢) The drug disposal program receives pharmaceutical items only by means
of delivery in person by an ultimate user or by a person authorized under s. 450.115
3), uniess the drug disposal program is authorized under federal law to receive
pharmaceutical items by other means.

(4) MULTIJURISDICTIONAL DRUG DISPOSAL PROGRAM. A drug disposal program may
operate within more than one polivtical subdivision if the department authorizes that
program under sub. (2), all political subdivisions within which the drug disposal
program operates authorize that program under sub. (3), or the program is
authorized under federal law.

(5) OPERATION OF A DRUG DISPOSAL PROGRAM. (a) A person that operates a drug
disposal program, except a drug disposal program that is authorized under federal
law, shall establish and promptly update as appropriate written policies and
procedures that do all of the following:

1. Describe with specificity the manner in which the program operates,
including an identification of the kinds of pharmaceutical items that may be received
under the program, whether the program may receive controlled substances and
controlled substance analogs, whether pharmaceutical items will be transferred by
mail under the program, and the locations at which pharmaceutical items may be
transferred in person under the program.

2. List the name, address, telephone number, and 24-hour contact information
for: one Or more persons in this state Who are responsible for the operation of the

program.
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PRELIMINARY DRAFT - NoT READY FOR INTRODUCTION

1 AN ACT to renumber and amend 961.335 (1); to amend subchapter III (title)

2 of chapter 961 [precedes 961.31]; and to create66.0437, 440.255, 450.01 (21w),
3 450.01 (23) (n), 450.01 (23) (0), 450.115, 961.32 (2) (e), 961.335 (1) (c¢) 1. and 2.
4 and 961.337 of the statutes; relating to: the creation of drug disposal
5 programs, regulation of controlled substances, and the practice of pharmacy.

Analysis by the Legislative Reference Bureau
This is a preliminary draft. An analysis will be provided in a later version.

The peaple of the state of Wisconsin, represented in senate and assembly, do
enact as follows:

SECTION 1. 66.0437 of the statutes is created to read:
66.0437 Drug disposal programs. (1) In this section, “poljtical subdivision”

has the meaning given in s. 440.255 (1) (e).

Qo 0o =N O

(2) A political subdivision may operate or authorize a person to operate a drug

10 disposal program as provided under s. 440.255 (3).
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SECTION 2

SECTION 2. 440.255 of the statutes is created to read:

440.255 Drug disposal program. (1) DerINITIONS. In this section:

(a) “Controlled substance” has the meaning given in s. 961.01 (4).

(b) “Controlled substance analog” has the meaning given in s. 961.01 (4m).

(c¢) “Drug disposal program” means a program to receive pharmaceutical items
and to recycle, destroy, or otherwise dispose of those items.

(d) “Pharmaceutical item” means a drug, as defined in s. 450.01 (10); a
prescription drug, as defined in s. 450.01 (20); a device, as defined in 450.01 (6); or
a hypodermic syringe, needle, or other object used for adxﬁim'stering a drug.

(e) “Political subdivision” means a city, village, town, or county.

()  “Ultimate user” means an individual who lawfully possesses a
pharmaceutical item for that individual’s own use or for the use of a member of that
individual’s household or for administering to an animal owned by that individual
or by a member of that individual’s household.

(2) DEPARTMENT AUTHORIZATION TO OPERATE A DRUG DISPOSAL PROGRAM. (a) Except
as provided under sub. (3), no person may receive pharmaceutical items pursuant to
a drug disposal program unless the department grants written authorization for that

program under this subsection or the program is authorized under federal law.

«+NOTE: Consistent with the revised drafting instructions, an exception for
programs “authorized under federal law” has been inserted throughout the draft, except
where otherwise indicated in the drafting instructions (see s. 440.255 (5) (¢) in this draft).

(b) The department may, without a hearing, grant written authorization to a
person to operate a drug diéposal program if all of the following conditions are
satisfied:

1. The person adopts written policies and procedures that comply with sub. (5).

The department shall review and either approve or disapprove in writing those



© 0w S o Ot b W N

[
- O

12
13
14
15
16
17
18
19
20
21
22
23
24
25

2011 - 2012 Legislature ~-3- MPGlézI({JBhEI%Sg(svg}?

SECTION 2

policies and procedures. The department shall approve the policies and procedures
if the department determines that the policies and procedures do not violate the
requirements of this section or any other applicable federal or state law, and shall
disapprove them otherwise. If the department disapproves the policies and
procedures, the department shall state the reasons for that disapproval in writing
to the person. At any time, the person may resubmit revised policies and procedures
for the department’s review and approval under this subdivision.

2. If the drug disposal program will receive pharmaceutical items in any
manner other than the transfer of those pharmaceutical items in person to the
program by the ultimate user or by a person authorized under s. 450.115 (3), the
person demonstrates to the satisfaction of the department that those transfers will
comply with any federal or state law applicable to the transportatioﬁ and delivery
of pharmaceutical items.

(¢) A person may not revise policies and procedures approved by the
department under par. (b) 1. unless the department approves the revisions under
par. (b) 1.

(d) Any determination or action by the department under par. (b) or (¢) is not
subject to judicial review.

(3) AUTHORIZATION BY A POLITICAL SUBDIVISION TO OPERATE A DRUG DISPOSAL
PROGRAM. A political subdivision may operate or the governing body of a political
subdivision may grant written authorizatjon to operate a drug disposal program only
if all of the following apply:

(a) The political subdivision or the authorized person operates the drug
disposal program only within the boundaries of the political subdivision, except as

provided under sub. (4).
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SECTION 2

(b) The applicable requirements under sub. (5) are satisfied.

(c) The drug disposal program receives pharmaceutical items only by means
of delivery in person by an ultimate user or by a person authorized under s. 450.115
(3), unless the drug disposal program is authorized under federal law to receive
pharmaceutical items by other means.

(4) MULTIJURISDICTIONAL DRUG DISPOSAL PROGRAM. A drug disposal program may
operate within more than one political subdivision if the department authorizes that
program under sub. (2), all political subdivisions within which the drug disposal
program operates authorize that program under sub. (8), or the program is
authorized under federal law.

(5) OPERATION OF A DRUG DISPOSAL PROGRAM. (a) A person that operates a drug
disposal program, except a drug disposal program that is authorized under federal
law, shall establish and promptly update as appropriate written policies and
procedures that do all of the following:

1. Describe with specificity the manner in which the program operates,
including an identification of the kinds of pharmaceutical items that may be received
under the program, whether the program may receive controlled substances and
controlled substance analogs, whether pharmaceutical items will be transferred by
mail under the program, and the locations at which pharmaceutical items may be
transferred in person under the program.

2. List the name, address, telephone number, and 24-hour contaét information
for one or more persons in this state who are responsible for the operation of the

program.
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SECTION 2

3. Ensure compliance with chs. 450 and 961; with any applicable provision
under chs. 287, 289, and 291 and s. 299.51 relating to medical waste, solid waste, or
hazardous waste; and with any other applicable federal or state law. |

4. If controlled substances or controlled substance analogs may be received
under the program, ensure compliance with any applicable provision under 21 USC
801 to 865 relating to controlled substances or controlled substance analogs, ensure
that delivery of any controlled substances complies with 21 USC 822 (g) and its
implementing regulations, and ensure that any required permissions have been

obtained from the federal drug enforcement administration.

++NOTE: Does it still make sense to include subd. 4. if, as requested in the revised
drafting instructions, a program authorized under federal law is exempt from the
requirement to provide policies and procedures to the Department of Safety and
Professional Services (DSPS)? (See par. (5) (a) (intro.) above). Under 21 USC 822 (g), a
person may only receive a controlled substance for disposal if that person is authorized
under that federal law to dispose of controlled substances. Subd. 4. only applies to the
receipt of controlled substances and controlled substance analogs (under 21 USC 813, a
controlled substance analogue is treated as a controlled substance for purposes of federal
law, including the disposal authorization). Note that subd. 1., above, requires a drug
disposal program to disclose to DSPS the kinds of pharmaceutical items the program may
receive, including whether the program may receive controlled substances and controlled
substance analogues. ’

(b) 1. The policies and procedures for a drug disposal program authorized under
sub. (2) and any changes to those policies and procedures are subject to review and
approval under sub. (2) (b) 1.

2. Legal counsel for the political subdivision, or, at the discretion of the political
subdivision, the department if the political subdivision’s legal counsel is not an
employee of the political subdivision, shall review and either approve or disapprove
the policies and procedures for a drug disposal program implemented or authorized
under sub. (3) and any changes to those policies and procedures. Legal counsel, or
the department if appropriate, shall approve the policies and procedures or changes

if it determines that the policies and procedures or changes do not violate the
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SECTION 2
requirements of this section or any other applicable federal or state law, and shall
disapprove them otherwise. Any approval under this subdivision shall be in writing.
The political subdivision shall provide a copy of the approval and a copy of the policies
and procedures or changes to the policies and procedures to the department.

(¢) The operation of a drug disposal program, including a drug disposal program
that is authorized under federal law, shall immediately cease if a law enforcement
officer, as defined in s. 165.85 (2) (¢), a federal law enforcement officer, as defined in
s. 175.40 (7) (a) 1., or the department or another federal or state agency notifies a
designated contact person for the program that the program is in violation of any
federal or state law enforceable by the officer, department, or other agency. That
notification is not subject to judicial review. The operation of the program may be
resumed only upon the program’s receipt of written notice from the officer,
department, or other agency that the program is no longer in violation of the federal
or state law.

(6) TRANSFER AND RECEIPT OF PHARMACEUTICAL ITEMS. (a) Notwithstanding ss.
450.03 (1) and 450.11 (7) (g) and (9) (b), a person that lawfully possesses a
pharmaceutical item may transfer, and it is not a crime for such a person to transfer,
the pharmaceutical item to a drug disposal pro.gram if the program is authorized
under sub. (2) or (3) or under federal law.

(b) Notwithstanding s. 450.11 (7) (g) and (h) and (9) (b), a person may receive,
and it is not a crime for a person to possess, a pharmaceutical item pursuant to a drug
disposal program if the recéipt is within the scope of the program and the program
is authorized under sub. (2) or (3) or under federal law or, if the receipt is not within

the scope of the program, the receipt is inadvertent and the program promptly
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SECTION 2

notifies an appropriate law enforcement officer of the receipt and complies with any
instructions the law enforcement officer provides.

SECTION 3. 450.01 (21w) of the statutes is created to read:

450.01 (21w) “Ultimate user” means an individual who lawfully possesses a
prescription drug for that individual’s own use or for the use of a member of that
individual’s household or for administering to an animal owned by that individual
or by a member of that individual’s household.

SECTION 4. 450.01 (23) (n) of the statutes is created to read:

450.01 (23) (n) The operation or implementation of a drug disposal program
that is authorized under s. 440.255 (2) or (3) or under federal law or the possession
or delivery of a pharmaceutical item, as defined in s. 440.255 (1) (d), within the scope
of such a drug disposal program.

SECTION 5. 450.01 (23) (0) of the statutes is created to read:

450.01 (23) (0) The possession or delivery of a prescription drug within the
scope of a written authorization under s. 450.115 (3).

SECTION 6. 450.115 of the statutes is created to read:

450.115 Drug disposal programs and authorizations. (1) In this section:

(a) “Guardian” means the person named by the court under ch. 880, 2003 stats.,
or ch. 48 or 54 that has the duty and authority of guardianship.

(b) “Personal representative” means an executor, administrator, or special
administrator of a decedent’s estate, a person legally authorized to perform
substantially the same functions, or a successor to any of those persons.

(¢) “Trustee” means a person that holds in trust title to or power over property.
“Trustee” includes an original, added, or successor trustee.

(d) “Ward” means an ultimate user for whom a guardian has been appointed.
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SECTION 6

(2) Nothing in this chapter, or rules promulgated under this chapter, prohibits
any of the following:

(a) The direct operation or implementation of a drug disposal program that is
authorized under s. 440.255 (2) or (3) or under federal law.

(b) The transfer by the ultimate user or a person authorized under sub. (3) of
a prescription drug to a drug disposal program that is authorized under s. 440.255
(2) or (3) or under federal law and that accepts the prescription drug.

(c) Subject to sub. (4), the possession of a prescription drug under a written
authorization described in sub. (3).

(3) (a) A guardian may grant written authorization to an adult who is related
to the guardian’s ward by blood, marriage, or adoption within the 3rd degree of
kinship as computed under s. 990.001 (16), or to a domestic partner of the ward under
ch. 770, for the disposal of a prescription drug that belongs to the ward.

(b) A personal representative or a trustee may grant written authorization to
an adult beneficiary, as defined in s. 701.20 (2) (b), of the estate or trust for the
disposal of a prescription drug that belongs to the estate or trust.

(¢) An ultimate user who is a competent adult may grant written authorization
to that ultimate user’s domestic partner under ch. 770 or to another adult who is
related to that ultimate user by blood; marriage, or adoption within the 3rd degree
of kinship as computed under s. 990.001 (16), for the disposal of a prescription drug
that belongs to that ultimate user.

(4) A written authorization under sub. (3) is valid only to the extent permitted
under federal law and only if all of the following conditions are satisfied:

(a) The authorization describes with reasonable specificity each prescription

drug that is to be disposed of.
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SECTION 6

(b) The authorization is in the physical possession of the person authorized to
dispose of the prescription drug and each prescription drug described in the
authorization is, within 24 hours after the authorization is signed by the person
granting the authorization, transferred to a drug disposal program under s. 440.255
or otherwise lawfully disposed of.

(¢) The authorization and each prescription drug to be disposed of were
obtainea without consideration.

SECTION 7. Subchapter III (title) of chapter 961 [precedes 961.31] of the
statutes is amended to read:

CHAPTER 961
SUBCHAPTER III
REGULATION OF MANUFACTURE,
DISTRIBUTION AND, DISPENSING,
AND POSSESSION OF CONTROLLED

SUBSTANCES

SECTION 8. 961.32 (2) (e) of the statutes is created to read:

961.32 (2) (e) A person actively engaged in the direct operation or
implementation of a drug disposal program that is authorized under s. 440.255 (2)
or (3) or under federal law.

SECTION 9. 961.335 (1) of the statutes is renumbered 961.335 (1) (a) and
amended to read:

961.335 (1) (a) Upon application the controlled substances board may issue a
permit authorizing a person to manufacture, obtain, possess, use, administer, or

dispense a controlled substance for purposes of scientific research, instructional
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SECTION 9
activities, chemical analysis, or other special uses, without restriction because of
enumeration. Neo

(b) Except as provide in par. (¢), no person shall may engage in any sueh activity
described under par. (a) without a permit issued under this section;-exeept-that-an,
(c) 3. An individual may-be who is designated and authorized to receive the a
permit under this section for a college or university department, research unit, or
similar administrative organizational unit, and students, laboratory technicians,

research specialists, or chemical analysts under his or her supervision, may be

. without
obtaining an individual additional permit issued under this section, possess and use

a controlled substance, for the purposes authorized in the permit received for the

department or unit.

SECTION 10. 961.335 (1) (c) 1. and 2. of the statutes are created to read:

961.335 (1) (¢) 1. A person who is actively engaged in the direct operation or
iﬁplementation of a drug disposal program that is authorized under s. 440.255 (2)
or (3) or under federal law may, without a permit issued under this section, obtain
or possess a controlled substance for the purposes of operating and implementing the
drug disposal program. |

2. A person who is authorized under federal law to dispose of a controlled
substance may, without a permit issued under this section, possess the controlled
substance for the purpose of disposing of the controlled substance.

SECTION 11. 961.337 of the statutes is created to read:

961.337 Drug disposal programs. Nothing in this chapter, or rules

promulgated under this chapter, prohibits any of the following:
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1 (1) The direct operation or implementation of a drug disposal program that is

2 authorized under s. 440.255 (2) or (3) or under federal law.

3 (2) The transfer by the ultimate user or of a controlled substance or controlled

4 substance analog to a drug disposal program that has been authorized under s.

5 440.255 (2) or (3) or under federal law and that accepts the controlled substance or

6 controlled substance analog.

7 SecTiON 12. Effective date.

8 (1) This act takes effect on the first day of the 4th month beginning after

9 publication.

10 (END)




